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TitI*  21 — Food  and  Drugs 

CHAPTER  I— FOOD  AND  DRUG  AD¬ 
MINISTRATION,  DEPARTMENT  OF 
HEALTH,  EDUCATION,  AND  WEL¬ 
FARE 

(Docket  No.  77N-0218] 

SUiCHATTER  A— CENERAL 

PART  16— REGULATORY  HEARING 
BEFORE  THE  FOOD  AND  DRUG  AD¬ 
MINISTRATION 

SUrCHARTER  H—  MEDICAL  DEVICES 
PART  800— GENERAL 

Administrotivo  Dotontion  Procoduros 

AGENCY;  Food  and  Drug  Administra¬ 
tion. 

ACTION:  Pinal  rule. 

SUMMARY:  The  agency  is  issuing  a 
final  regulation  establishing  adminis¬ 
trative  detention  procedures  to  enable 
its  representatives  to  detain,  for  up  to 
30  calendar  days,  medical  devices  in¬ 
tended  for  human  use  believed  to  be 
adulterated  or  misbranded.  This  regu¬ 
lation  is  required  by  the  Medical 
Device  Amendments  of  1976.  This  reg¬ 
ulation  is  intended  to  protect  the 
public  from  adulterated  or  misbranded 
devices  during  the  time  it  takes  the 
agency  to  determine  whether  such  de¬ 
vices  are  adulterated  or  misbranded 
and  to  institute  and  process  any  pro¬ 
posed  legal  action. 

EFFECTIVE  DATE:  April  9,  1979. 

FOR  FURTHER  INFORMATION 
CONTACT; 

Bert  L.  Schrivener,  Bureau  of  Medi¬ 
cal  Devices  (HFK-116),  Food  and 
Drug  Administration,  Department  of 
Health,  Education,  and  Welfare, 
8757  Georgia  Ave.,  Silver  Spring. 
MD  20910,  301-427-7304. 

SUPPLEMENTARY  INFORMATION: 
In  the  Federal  Register  of  October  7, 
1977  (42  FR  54574),  the  Commissioner 
of  Food  and  Drugs  proposed  a  regula¬ 
tion  relating  to  the  administrative  de¬ 
tention  of  medical  devices  as  a  new 
§800.55,  Administrative  detention  (21 
CPR  800.55). 

Interested  persons  were  given  until 
December  6.  1977  to  comment  on  the 
proposed  regulation.  Twenty-one  com¬ 
ments  were  received. 

The  Commissioner  has  made  several 
changes  to  clarify  and  simplify  the 
final  regulation.  For  example,  the 
final  regulation  substitutes  the  term 
“authorized  FDA  representative”  for 
the  proposed  term  “authorized  officer 
or  employee  of  the  Food  and  Drug  Ad¬ 
ministration.” 
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Applicability 

1.  A  question  has  arisen  about  the 
applicability  of  the  regulation  to  vet¬ 
erinary  devices. 

The  commissioner  has  decided  that 
the  regulation  should,  for  now.  apply 
only  to  devices  intended  for  human 
use.  In  contrast  to  the  provisions  of 
the  act  that  authorize  classification, 
performance  standards,  and  premar¬ 
ket  approval  only  for  devices  intended 
for  human  use.  the  administrative  de¬ 
tention  authority  in  section  304(g)  of 
the  act  is  not  expressly  limited  to  de¬ 
vices  intended  for  human  use.  The  leg¬ 
islative  history  shows,  however,  that 
risks  to  humans  were  the  moving  force 
behind  the  Medical  Device  Amend¬ 
ments  of  1976  (H.  Comm,  on  Interstate 
and  Foreign  Commerce,  Medical 
Amendments  of  1976,  H.R.  Rep.  No. 
94-853,  94th  Cong.  2d  Sess.  14  (1976)). 
Similarly,  the  agency’s  principal  con¬ 
cern  in  the  medical  device  area  is  risks 
to  human  health.  If  the  Commissioner 
decides  that  FDA  needs  to  have  au¬ 
thority  to  detain  adulterated  or  mis¬ 
branded  veterinary  devices,  the  agency 
will  propose  an  amendment  to  the  reg¬ 
ulation. 

Criteria  for  Ordering  Detention 

2.  One  comment  on  proposed 
§  800.55(b)  stated  that  the  detention 
procedure  should  be  used  only  if  the 
manufacturer,  importer,  owner,  or  dis¬ 
tributor  refuses  to  suspend  voluntarily 
shipments  of  the  device. 

The  Commissioner  disagrees  with 
the  comment.  There  is  no  statutory  re¬ 
quirement  that  persons  having  posses¬ 
sion  of  devices  must  have  refused  an 
FDA  request  to  suspend  or  discontinue 
shipments  before  FDA  can  order  de¬ 
tention.  When  promises  to  voluntarily 
suspend  shipmenta  are  broken,  the 
public  may  be  exposed  to  violative 
products,  and  the  agency’s  enforce¬ 
ment  efforts  may  be  hampered.  The 
Commissioner  recognizes,  however, 
that  in  certain  circumstances,  volun¬ 
tary  suspension  of  shipments  may  be 
an  appropriate  alternative  to  adminis¬ 
trative  detention.  'The  Commissioner 
believes  that  each  FDA  District  Direc¬ 
tor  has  the  authority  to  permit  a  vol- 
imtary  suspension  of  distribution 
.rather  than  to  order  detention  if  the 
district  director  believes,  based  on  the 
facts  in  a  given  situation,  that  the 
person  having  possession  of  the  de¬ 
vices  will  voluntarily  suspend  ship¬ 
ment  and  adhere  to  any  agreement 
with  FDA  to  correct  any  possible  vio¬ 
lations  before  further  distribution  of 
the  device.  There  is  no  need  for  the 
regulation  to  include  a  description  of 
this  authority.  FDA  always  has  the 
option  to  accept  voluntary  compliance 
rather  than  to  institute  legal  or  ad¬ 
ministrative  action  to  compel  compli¬ 
ance. 


3.  ’Three  comments  on  proposed 
98()0.55(b)  suggested  that  the  person 
having  possession  of  devices  should  be 
given  notice  and  an  opportunity  to  dis¬ 
cuss  the  detention,  with  an  FDA  rep¬ 
resentative,  before  issuance  of  the  de¬ 
tention  order. 

The  Commissioner  does  not  believe 
that  the  regulation  should  include 
provision  for  notice  and  opportunity 
for  discussion  before  issuance  of  a  de¬ 
tention  order.  A  requirement  of  prior 
notice  and  opportunity  for  discussion 
would  unduly  burden  the  administra¬ 
tive  detention  procedure,  lessening  its 
effectiveness.  Such  a  requirement  may 
also  result  in  shipment  of  violative 
products  before  issuance  of  a  deten¬ 
tion  order.  The  FDA  inspection  during 
which  the  detention  occurs  does  pro¬ 
vide  an  opportunity  to  discuss  the  situ¬ 
ation  with  FDA  representatives.  It  is 
FDA  policy  for  investigators,  upon 
completion  of  inspections,  to  meet 
with  management  of  regulated  firms 
to  discuss  findings  and  observations. 
Those  discussions  may  address  the  cir¬ 
cumstances  that  led  to  the  detention, 
but  ordinarily  would  not  occur  until 
after  issuance  of  the  detention  order. 
Furthermore,  the  required  opportuni¬ 
ty  for  a  regulatory  hearing  provides  a 
way  for  the  person  having  possession 
of  detained  devices  to  present  informa¬ 
tion  and  views  to  the  FDA  Regional  di¬ 
rector  within  a  few  days  after  the  de¬ 
tention.  ’The  Commissioner  has  con¬ 
cluded  that  the  procedures  in  the  reg¬ 
ulation  already  are  fair,  without  the 
additional  steps  suggested  in  the  com¬ 
ments. 

4.  ’Three  comments  on  proposed 
§  800.55(b)  suggested  that  “t^hnical- 
ly”  misbranded  or  adulterated  devices 
not  be  detained  unless  the  devices 
present  a  public  health  hazard. 

The  Commissioner  disagrees  with 
the  comment.  ’There  is  no  reason  to  in¬ 
clude  in  the  regulation  a  limitation 
that  the  statute  imposes  neither  on 
detentions  nor  on  FDA-initiated  legal 
actions.  One  purpose  of  administrative 
detention  authority  is  to  make  FDA- 
initiated  legal  actions  more  effective 
in  preventing  shipment  of  violative  de¬ 
vices.  For  this  reason,  FDA’s  authority 
to  detain  violative  devices  is  as  broad 
as  its  authority  to  initiate  a  seizure  or 
an  injunction  suit  to  prevent  shipment 
of  these  devices.  Moreover,  in  many 
cases  adulterated  or  misbranded  de¬ 
vices  do  present  a  health  hazard.  At 
the  time  of  detention,  however.  FDA 
may  not  know  whether  a  hazard  exists 
and,  if  so,  the  degree  of  hazard. 

5.  Other  comments  on  proposed 
9  8()0.55(b)  suggested  that  guidelines  or 
criteria  for  ordering  detention  are 
needed. 

The  Commissioner  disagrees  with 
these  comments.  FDA  investigators 
are  trained  to  observe  and  evaluate 
the  importance  of  possible  misbrand- 
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ing  or  adulteration  violations.  More¬ 
over.  the  procedures  in  the  regulation, 
especially  the  requirement  of  FDA 
District  Director  approval  of  deten¬ 
tions,  will  ensure  that  the  administra¬ 
tive  detention  remedy  is  applied  only 
in  appropriate  cases.  If  additional 
guidelines  or  criteria  are  needed,  they 
will  be  specified  in  internal  FDA  man¬ 
uals  that  are  available  to  the  public. 

Peuod  or  Dktkntioh 

6.  One  comment  suggested  that  pro¬ 
posed  S800.55<c)  could  be  interpreted 
to  mean  that  the  Commissioner  may 
authorize  a  detention  period  of  30 
days  beyond  the  original  20  days  ini¬ 
tially  ordered. 

The  Commissioner  agrees  with  the 
comment  and  emphasizes  that  the 
total  detention  period  cannot  exceed 
30  calendar  days  (Le.,  20  calendar  days 
initially  plus  10  additional  calendar 
dajrs  if  an  extension  of  the  period  is 
warranted)  except  as  proWded  in 
S800.55(gK6).  Section  800.55(c)  of  the 
final  regulation,  therefore,  has  been 
clarified. 

7.  Several  comments  on  proposed 
8  800.55(c)  argued  that  the  original  20- 
day  order  should  be  extended  only  by 
order  of  an  FDA  Regional  Director. 
Related  comments  suggested  that  only 
the  FDA  Bureau  of  Medical  Devices 
should  be  empowered  to  extend  the 
order. 

The  Commissioner  believes  that 
FDA  District  Directors,  who  are  in 
direct  contact  with  the  investigators 
and  the  circumstances  involved  in 
each  case,  are  in  the  best  position  to 
make  these  decisions.  In  most  in¬ 
stances,  the  FDA  Regional  Director 
and  the  Director  of  the  Bureau  of 
Medical  Devices  will  be  too  remote  in 
the  chain  of  supervision  from  the  in¬ 
vestigators  and  circumstances  involved 
to  discharge  this  function  effectively. 
Any  FDA  Regional  Director  who 
would  preside  over  any  regulatory 
hearing  on  a  detention  order  may  not 
participate  in  a  decision  to  extend  the 
detention  period,  under  FDA’s  regula¬ 
tions  to  ensure  fairness  in  regulatory 
hearings.  (See  21  CFR  16.40.)  There¬ 
fore.  no  change  is  made  in  the  final 
regulation. 

Issuance  or  Detention  Order 

8.  Three  comments  on  proposed 
8800.55(d)  suggested  that  detention 
procedures  apply  to  devices  in  the 
hands  of  ph^^cians  and  other  users 
(possibly  even  patients). 

The  Commissioner  agrees  with  the 
comments.  The  inspection  authority  in 
section  704  of  the  act  extends  to  estab¬ 
lishments  where  devices  are  held  by 
users  for  introduction  into  interstate 
commerce  or  after  such  introduction. 
Section  304(g)  of  the  act.  in  conjunc¬ 
tion  with  section  704.  clearly  author¬ 
izes  detention  of  devices  encountered 
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in  the  hands  of  users,  including  con¬ 
sumers.  during  inspections.  In  the 
past.  FDA  has  initiated  seiziu^  of  vio¬ 
lative  articles  in  the  hands  of  consum¬ 
ers  and  other  users.  (See.  e.g..  United 
States  V.  Olsen,  161  F.  2d  699  (9th  Cir. 
1947)  cert  denied,  332  UJ3.  768;  United 
States  V.  An  article  of  device  •  •  •  Co- 
meron  Spitler  *  *  *,  261  F.  Supp.  243 
(D.  Neb.  1966).)  Although  FDA  does 
not  believe  that  it  is  necessary  to  in¬ 
clude  the  term  "user”  in  the  regula¬ 
tion.  the  agency  has.  for  clarification, 
amended  the  final  regulation  in 
8800.55(d)  to  include  this  term.  FDA 
advises  that  devices  in  the  possession 
of  consumers  will  be  detained  in  such 
situations  as  when  the  devices  present 
a  potential  danger  to  health. 

9.  Several  comments  on  proposed 
8800.55(d)  requested  that  the  deten¬ 
tion  order  be  more  specific.  Nine  com¬ 
ments  argued  that  the  detention  order 
should  state  specifically  the  reason  for 
the  detention. 

In  response  to  the  comments,  the 
Commissioner  is  amending  the  final 
regulation  to  require  the  detention 
order,  which  is  issued  in  the  form  of  a 
detention  notice,  to  include  a  brief, 
general  statement  of  the  reasons  for 
the  detention.  The  text  of  the  deten¬ 
tion  notice  is  available  in  the  Hearing 
CHerk’s  office  (HFA-305),  Food  and 
Drug  Administration,  5600  Fishers 
Lane,  Rockville,  MD  20857.  However, 
the  Commissioner  is  not  adopting 
other  suggestions  that  the  detention 
order  be  made  more  specific.  For  ex¬ 
ample,  the  detention  order  need  not 
contain  a  description  of  the  exact 
nature  of  the  suspected  violation.  Ad¬ 
ditional  requirements  would  under¬ 
mine  the  usefulness  of  administrative 
detention  as  a  swift,  informal  means 
of  stopping  shipment  of  devices  that 
FDA  representatives  reasonably  be¬ 
lieve  are  violative.  Brevity  in  the  de¬ 
tention  order  is  Justified  because  de¬ 
tention  is  of  limited  duration  and  be¬ 
cause  FDA’s  regulatory  hearing  proce- 
diu-es  already  require  FDA  to  prepare 
a  comprehensive  statement  of  the 
basis  for  the  detention  prior  to  any 
regulatory  hearing  on  an  appeal  of  a 
detention  (21  CFR  16.24(d)).  In  addi¬ 
tion.  the  FDA  representative  who 
issued  the  detention  order  will,  when¬ 
ever  possible,  state  the  reasons  for  sus¬ 
pecting  the  device  to  be  adulterated  or 
misbranded,  often  in  the  Notice  of  In- 
spectional  Observations  (Form  FD- 
483)  presented  after  the  inspection. 

10.  Two  related  comments  on  pro¬ 
posed  8800.55(d)  suggested  that  the 
detention  order  state  the  manner  in 
which  the  suspected  violation  can  be 
corrected. 

The  Commissioner  rejects  these 
comments.  In  many  instances,  the  pre¬ 
cise  nature  of  the  violation  or  the 
extent  of  the  violation  may  be  uncer¬ 
tain  at  the  time  the  order  Is  issued. 
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Moreover,  the  investigator  may  not 
know  how  the  violation  can  be  correct¬ 
ed  or  the  best  way  to  correct  it.  If  the 
person  who  has  the  detained  devices 
wants  to  try  to  correct  the  suspected 
violation,  that  person  should  present 
FDA  with  a  plan  for  eliminating  any 
violative  features  of  the  devices.  After 
FDA’s  investigation  has  determined 
the  nature  of  the  violation,  this  infor¬ 
mation,  together  with  any  suggestions 
the  agency  has  concerning  how  the 
violations  may  be  corrected,  will  be 
communicated  swiftly  and  informally 
to  the  person  who  has  the  detained  de¬ 
vices  if  FDA  has  not  already  provided 
this  information.  When  appropriate 
(l.e..  when  correction  of  the  violation 
is  feasible).  FDA  may  extend  to  the 
person  who  has  the  devices  an  oppor¬ 
tunity  to  correct  the  violation  volim- 
taiily. 

11.  Manufacturers  with  several  facil¬ 
ities  submitted  comments  on 
88()0.55(d)  arguing  that  the  detention 
order  should  state  precisely  where  the 
detained  devices  are  located. 

The  Commissioner  agrees  with  the 
comments  and  has  revised  the  final 
regulation  accordingly.  The  detection 
order  contains  a  specific  bl(x:k  for  indi¬ 
cating  the  location  (name,  address, 
and  zip  code)  of  the  detained  devices. 
The  Commissioner  has  changed 
8  800.55(dK3)  of  the  final  regulation  to 
make  the  language  consistent  with 
that  of  the  detention  notice  that 
serves  as  the  detention  order. 

12.  Two  related  comments  on  pro¬ 
posed  8800.55(d)  questioned  whether 
common  carriers  used  to  transport  the 
devices  would  be  subject  to  detention 
orders. 

The  Commissioner  advises  that 
common  carriers  in  possession  of  de¬ 
vices  are  subject  to  detention  orders. 
Proposed  8800.55(dK2)  provided  for 
the  notice  of  detention  of  devices  in  a 
vehicle  or  other  carrier  to  the  shipper 
of  record  and  the  owner  of  the  vehicle 
or  carrier.  It  was  thus  obvious  that  de¬ 
tention  of  the  devices  in  the  custody 
of  a  common  carrier  was  contemplat¬ 
ed.  Moreover,  carriers  used  to  trans¬ 
port  or  hold  devices  are  subject  to  in¬ 
spection  imder  section  704  of  the  act. 

Vehicles  in  which  devices  are  de¬ 
tained  may  not  be  moved  until  the  de¬ 
vices  are  removed  from  the  vehicles. 
Because  proposed  8800.55(h)  did  not 
contain  a  provision  covering  such  re¬ 
moval,  the  agency  has  amended 
8800.55(h)  in  the  final  regulation  to 
allow  the  removal  from  vehicles  of  de¬ 
tained  devices  upon  written  approval 
of  an  authorized  FDA  representative. 
If  suitable  storage  is  available,  the  au¬ 
thorized  FDA  representative  may 
permit  the  removal  from  the  vehicle 
of  detained  devices  at  the  carrier’s, 
consignor’s,  or  consignee’s  request. 
Storage  and  handling  of  the  devices 
may  not  be  at  government  expense. 
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and  the  devices  may  only  be  removed 
from  storage  in  accordance  with 
§  800.55(h). 

13.  The  Commissioner  has  made 
minor  corrections  in  §  800.55(d)(3),  ex¬ 
plaining  language  appearing  on  the 
detention  notice  form  that  will  be  em¬ 
ployed  as  the  detention  order  that  will 
be  delivered  to  the  person  in  whose 
possession  the  device  is  detained,  and 
making  the  language  in  the  regulation 
correspond  more  exactly  to  the  lan¬ 
guage  in  this  form.  The  text  of  section 
304(g)  of  the  act  and  of  §  800.55(g)  (1) 
and  (2)  will  appear  on  the  back  of  the 
detention  notice  to  provide  notice  of 
opportunity  for  appeal  and  an  infor- 
nial  hearing  on  a  detention  order.  The 
back  of  the  notice  also  will  state  that 
any  hearing  will  be  conducted  in  the 
form  of  a  regulatory  hearing  in  ac¬ 
cordance  with  21  CPR  Part  16— Regu¬ 
latory  Hearing  Before  the  Food  and 
Drug  Administration,  with  several  ex¬ 
ceptions  described  in  $  800.55(g)(3)  of 
the  regulation. 

Approval  of  the  Detention  Order 

14.  Comments  on  proposed 
§  800.55(e)  suggested  that  an  FDA  Re¬ 
gional  Director  or  the  Director  of  the 
Bureau  of  Medical  Devices,  rather 
than  the  FDA  District  Director,  would 
be  the  proper  individual  to  approve  a 
detention  order. 

The  Commissioner  rejects  these 
comments  because  he  believes  that 
FDA  District  Directors,  who  are  in 
direct  contact  with  the  investigators 
and  the  circumstances  of  each  case, 
are  the  most  appropriate  individuals 
to  approve  detention  orders.  The 
House  Committee  that  considered  the 
Medical  Device  Amendments  of  1976 
recommended  that  the  FDA  District 
Directors  be  designated  to  approve  de¬ 
tention  orders  (House  Comm.  Report, 
above,  at  47). 

15.  Four  comments  on  proposed 
§  800.55(e)  suggested  that  detention 
orders  always  be  approved  in  advance 
in  writing  by  the  District  Director  or 
other  approving  official. 

The  Commissioner  rejects  these  sug¬ 
gestions.  While  the  investigator  will 
often  have  sufficient  time  to  discuss 
the  proposed  detention  order  with  his 
superiors  and  obtain  advance  written 
approval,  it  would  not  be  practical  or 
desirable  to  require  an  investigator, 
particularly  one  in  travel  status,  to 
return  to  the  district  office  to  secure  a 
written  approval  of  a  detention  order. 
Not  only  would  this  requirement 
result  in  delay  and  needless  expense,  it 
would  also  present  an  additional  op¬ 
portunity  for  the  detained  devices  to 
be  introduced  into  commerce  or  other¬ 
wise  be  disposed  of.  Therefore,  no 
change  is  mside  in  the  final  regulation. 

16.  Four  comments  on  proposed 
§  800.55(e)  suggested  that  oral  approv¬ 
al  of  detention  orders  by  the  FDA  Dis¬ 


trict  Director  be  confirmed  in  writing 
within  a  specific  time  frame.  Time 
frames  suggested  for  confirmation 
were  24  hours  or  3  days. 

The  Conunissioner  agrees  that  oral 
approval  of  detention  orders  should  be 
confirmed  by  written  memorandum 
within  FDA  as  soon  as  possible.  The 
final  regulation  has  been  changed  ac¬ 
cordingly. 

17.  A  comment  on  proposed 
§  800.55(e)  suggested  that  detention 
orders  be  sent  by  registered  mail. 

The  Commissioner  disagrees.  It  is 
FDA’s  intent  that  detention  orders  be 
personally  delivered  by  an  FDA  repre¬ 
sentative  to  the  person  in  control  of 
the  device.  While  mail  delivery  of  the 
detention  order  might  sometimes  be 
appropriate,  personal  service  is  prefer¬ 
able  because  it  permits  the  investiga¬ 
tor  to  observe  the  device  and  therefore 
better  describe  it  in  the  order.  More¬ 
over.  personal  delivery  does  not  entail 
tue  delay  that  may  occur  in  mail  deliv¬ 
ery. 

Labeling  or  Marking  of  Detained 
Devices 

18.  Several  comments  on  proposed 
S  800.55(f)  suggested  a  need  to  instruct 
persons  ordering  detention  that  offi¬ 
cial  FDA  detention  tags  used  to  identi¬ 
fy  detained  devices  must  not  harm  the 
devices  or  their  packaging. 

The  Commissioner  believes  that 
FDA  representatives  generally  under¬ 
stand  the  need  for  care  in  these  situa¬ 
tions  and  that  special  instruction  is 
unnecessary. 

19.  FDA  has  made  several  minor 
changes  in  $  800.55(f)  of  the  final  regu¬ 
lation  to  be  consistent  with  the  lan¬ 
guage  appearing  on  the  official  FDA 
tags  and  to  conform  to  internal  FDA 
administrative  procedures  regarding 
the  labeling  or  marking  of  the  de¬ 
tained  devices  with  the  tags. 

20.  Several  comments  expressed  con¬ 
cern  that  proposed  §800.55(fK2)  and 
(h)  might  prohibit  the  manufacturer 
from  moving  the  device  to  a  storage  lo¬ 
cation  within  the  same  factory  to  pre¬ 
vent  interference  with  other  oper¬ 
ations  or  harm  to  the  device. 

The  Commissioner  agrees  with  the 
comment  and  has  revised  §  800.55(f  K2) 
and  (h)  of  the  final  regulation  to  allow 
authorized  FDA  representatives  to  ap¬ 
prove  the  movement  of  detained  de¬ 
vices  in  these  situations.  FDA  will  be 
receptive  to  any  reasonable  request  to 
move  devices  within  a  plant  to  store 
them  safely  or  to  prevent  interference 
with  plant  operations.  However,  the 
movement  must  be  for  a  bona  fide  pur¬ 
pose  and,  once  moved,  the  detained  de¬ 
vices  must  remain  segregated  to  pre¬ 
clude  their  release  into  commerce 
during  the  detention  period. 

21.  One  comment  on  proposed 
§800.55(1)  suggested  that  the  regula¬ 
tions  be  changed  to  require  that  de¬ 


tained  devices  not  only  not  be  moved, 
but  also  that  they  not  be  “used.” 

The  Commissioner  agrees  with  the 
comment.  Although  the  proposed  reg¬ 
ulation  did  not  directly  prohibit  use  of 
detained  devices,  proposed 
§800.55(fK2)  stated  that  official  FDA 
labels  or  tags  affixed  to  the  detained 
devices  shall  contain  a  statement  that 
the  devices  shall  not  be  used,  moved, 
altered,  or  tampered  with  in  any 
manner  by  any  person.  The  Commis¬ 
sioner  has  amended  §8()0.55(a)  of  the 
final  regulation  to  clarify  that  “use” 
of  detained  devices  during  the  deten¬ 
tion  period  is  prohibited. 

Appeal  of  the  Detention  Order 

22.  Comment  on  proposed  §  800.55(g) 
argued  that  the  5  days  within  which 
to  file  the  appeal  should  be  “working” 
days  rather  than  calendar  days. 

The  Commissioner  agrees  with  the 
conunent.  In  many  instances  it  is  un¬ 
likely  that  both  parties  will  be  pre¬ 
pared  for  the  hearing  within  5  calen¬ 
dar  days,  and  special  provisions  would 
be  necessary  if  the  hearing  date  fell  on 
a  weekend.  Accordingly,  FDA  has  pro¬ 
vided  that  the  time  frame  shall  be  5 
working  days. 

23.  Several  comments  on  proposed 
§  800.55(g)  objected  to  the  5-day  limi¬ 
tation  on  fili^  an  appeal.  Some  com¬ 
ments  suggested  a  longer  period,  e.g., 
from  10  days  to  2  weeks.  Other  com¬ 
ments  suggested  that  the  appeal  be 
permitted  until  the  detention  order 
expires. 

'Hie  Commissioner  believes  that 
with  modem  communication  systems, 
a  5-working-day  period  is  adequate 
time  to  hold  consultations  and  file  an 
appeal.  Therefore,  no  change  is  made 
in  the  final  regulation. 

24.  Another  comment  on  proposed 
§  800.55(g)  suggested  that  a  manufac¬ 
turer  should,  as  a  matter  of  right,  be 
able  to  obtain  an  expedited  appeal 
hearing  where  the  detention  will  cause 
a  contract  violation  with  a  consignee. 

The  Commissioner  rejects  the  sug¬ 
gested  change  as  unnecessary.  An  ap¬ 
pellant  must  file  a  request  for  hearing 
within  5  working  days  after  receiving 
the  detention  order  and  may  request 
that  the  hearing  be  held  within  5 
working  days  after  the  appeal  is  filed. 
It  is  unlikely  that  a  faster  procedure 
could  be  devised.  There  is  nothing  in 
the  regulation  to  prevent  presiding  of¬ 
ficers  from  granting  requests  to  hold  a 
hearing  less  than  5  working  days  after 
an  appeal  is  filed,  if  the  parties  are 
prepared  for  a  hearing  that  soon. 

Because  FDA  believes  that  any  hear¬ 
ing  should  be  conducted  within  a  spec¬ 
ified  time  period  to  swiftly  resolve  an' 
appeal,  the  agency  has  changed 
§  800.55(g)  (1)  and  (6)  of  the  final  reg¬ 
ulation  to  require  that  any  requested 
hearing  be  scheduled  no  later  than  20 
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calendar  days  from  the  date  of  the  de¬ 
tention  notice. 

25.  The  agency  has  redesignated  pro¬ 
posed  §800.55  (g)(8)  as  (gK9)  and  has 
added  a  new  §  800.55(g)(8)  to  the  final 
regulation  to  specify  that  when  the 
presiding  officer  affirms  an  order,  the 
devices  continue  to  be  detained  until 
FDA  terminates  the  detention  or  the 
detention  period  expires,  whichever 
occurs  first. 

26.  The  Commissioner  has  amended 
§  800.55(g)(3)  to  identify  those  require¬ 
ments  of  21  CPR  Part  16— Regulatory 
Hearing  Before  the  Food  and  Drug 
Administration,  that  do  not  apply  to 
hearings  on  appeals  of  detention 
orders.  First,  the  detention  order 
under  paragraph  (d)  of  this  section, 
rather  than  the  notice  under 
§  16.24(a).  provides  notice  of  opportu¬ 
nity  for  a  hearing  under  §800.55.  In 
this  way.  FDA  can  provide  for  a  stand¬ 
ardized,  personally  delivered  form  to 
serve  both  as  the  detention  order  and 
as  the  notice  of  opportunity  for  a 
hearing.  In  addition,  the  detention 
order,  rather  than  the  notice  under 
§  16.24(a),  is  part  of  the  administrative 
record  of  a  regulatory  hearing  under 
§  800.55.  Second,  a  request  for  a  hear¬ 
ing  under  §  800.55  should  be  addressed 
to  the  FDA  district  director,  not  to  the 
presiding  officer  as  provided  in  the 
second  sentence  of  §  16.24(b).  Third, 
the  last  sentence  of  §  16.24,  stating 
that  a  hearing  may  not  be  required  to 
be  held  at  a  time  less  than  2  working 
days  after  receipt  of  the  request  for  a 
hearing,  does  not  apply  to  a  hearing 
under  §  800.55  because  of  the  time  con¬ 
straints  imposed  by  section  304(g)  of 
the  act.  Fourth,  the  specific  provisions 
of  §  800.55(g)(4),  rather  than  the  gen¬ 
eral  provisions  of  §  16.40(a),  describe 
the  FDA  employees.  i.e..  regional  food 
and  drug  directors,  who  preside  at 
hearings  under  §  800.55. 

In  the  Federal  Register  of  Novem¬ 
ber  7,  1978  (43  FR  ,51966),  FDA  pub¬ 
lished  proposed  revisions  of  the  proce¬ 
dures  in  Part  16  that  govern  FDA’s 
regulatory  hearings.  When  FDA  pub¬ 
lishes  these  proposed  revisions  in  final 
form,  the  agency  will  make  any  neces¬ 
sary  conforming  changes  in  §  800.55. 

Movement  or  Detained  Devices 

27.  Two  comments  on  proposed 
§  800.55(h)  argued  that  permission  to 
complete  in-process  devices  should  not 
be  at  the  discretion  of  the  Commis¬ 
sioner. 

The  Commissioner  agrees  with  the 
comment  and  is  amending 
§  800.55(h)(2)  of  the  final  regulation  to 
allow  a  manufacturer  to  move  de¬ 
tained  devices  “within"  the  place 
where  they  have  been  detained  to 
complete  the  work  needed  to  put  them 
in  final  form  for  shipment.  However, 
to  ensure  that  the  agency  does  not 
lose  track  of  any  detained  devices,  the 


manufacturer  is  required  to  notify  the 
agency  immediately  of  any  such  move¬ 
ment  and  of  the  location  of  the  de¬ 
tained  devices  after  they  have  been 
put  in  final  form.  The  agency  has  pro¬ 
vided  that  this  notification  be  oral  so 
that  FDA  will  learn  of  any  movement 
of  devices  immediately  and  with  mini¬ 
mal  burden  on  the  manufacturer. 

However,  permitting  movement  of 
detained  devices  “from”  the  establish¬ 
ment,  with  only  after-the-fact  notifica¬ 
tion  to  FDA.  could  interfere  with  the 
accomplishment  of  any  proposed  legal 
action  and  would  increase  the  likeli¬ 
hood  that  the  devices  may  be  lost,  un¬ 
lawfully  moved  or  used,  or  mixed  with 
other  lots.  Therefore,  FDA  has  limited 
movements  of  detained  devices  at  the 
discretion  of  the  manufacturer  to 
movements  “within"  the  establish¬ 
ment  where  the  devices  are  detained. 
Proposed  paragraph  (hK2)  (now  para¬ 
graph  (hK3))  provides  for  the  FDA  to 
approve  in  writing,  in  advance,  other 
movement  of  detained  devices  from 
the  establishment  for  certain  spiecified 
purposes  which  FDA  believes  are  ap¬ 
propriate  for  the  given  situation. 

The  Commissioner  has  modified 
paragraph  (h)(3)  in  the  final  regula¬ 
tion  to  allow  FDA  representatives 
other  than  the  district  directors  to  ap¬ 
prove  movements  of  devices. 

28.  Proposed  §  800.55(h)(4)  refer¬ 
ences  actions,  such  as  initiating  legal 
action  or  encouraging  destruction  or 
reconditioning  of  violative  devices, 
which  FDA  may  take  if  it  determines 
that  the  detained  devices  remain  adul¬ 
terated  or  misbranded  after  being  put 
into  final  form.  Because  FDA  may 
take  these  actions  against  any  viola¬ 
tive  device,  the  Commissioner  has 
amended  proposed  paragraph  (hK4) 
and  redesignated  it  as  new  paragraph 
(i)  of  the  final  regulations. 

29.  One  comment  on  proposed 
§  800.55(h)  argued  that  the  manufac¬ 
turer  should  always  be  allowed  to 
choose  whether  to  destroy  or  disman¬ 
tle  violative  devices  and  use  the  parts 
separately. 

The  Commissioner  rejects  the  com¬ 
ment.  The  Commissioner  believes  that 
the  detained  devices  must  not  be  de¬ 
stroyed  or  dismantled  without  FDA's 
prior  written  approval.  To  permit  a 
person  having  possession  of  the  de¬ 
vices  to  make  a  decision  of  this  kind 
without  agency  approval  would  make 
it  impossible  to  account  for  the  de¬ 
tained  devices  or  their  reused  parts 
and  could  vmdermine  the  preparation 
of  appropriate  enforcement  actions 
concerning  the  detained  devices.  FDA 
will,  however,  approve  voluntary  de¬ 
struction  or  dismantling  in  all  cases 
the  agency  considers  appropriate. 

Recordkeeping  Requirements 

30.  A  number  of  comments  were  re¬ 
ceived  on  proposed  §800.55(i)  (now 


§  800.55(k))  of  the  final  regulation. 
One  comment  questioned  whether 
FDA  should  require  recordkeeping  by 
the  manufacturer  or  other  person  in 
whose  possession  the  device  was  de¬ 
tained  before  the  detention  order  is 
confirmed  on  appeal. 

The  Commissioner  believes  that  rec¬ 
ordkeeping  requirements  under 
§  800.55(k)  must  begin  at  the  time  the 
device  is  ordered  detained  to  facilitate 
a  determination  of  whether  and  how 
the  device  may  have  become  adulterat¬ 
ed  or  misbranded.  This  requirement  is 
also  necessary  to  permit  FDA  to  trace 
articles  for  which  the  detention  period 
expired  before  a  seizure  is  accom¬ 
plished  or  injunctive  relief  is  obtained. 
FDA  experience  with  articles  for 
which  seizure  or  injunctive  relief  has 
been  recommended  has  revealed  nu¬ 
merous  instances  in  which  by  the  time 
legal  action  is  filed,  the  articles  have 
been  shipped  and  no  records  are  avail¬ 
able  to  enable  the  articles  to  be  locat¬ 
ed. 

The  Commissioner  believes  that 
most  establishments  maintain  records 
required  under  §800.55(k)  as  normal 
business  practice  or  as  required  by 
good  manufacturing  practices  regula¬ 
tions  under  21  CFR  Part  820,  pub¬ 
lished  in  the  Federal  Register  of  July 
21.  1978  (43  FR  31508).  Accordingly, 
the  recordkeeping  requirements  will 
not  be  an  unreasonable  burden  on  in¬ 
dustry. 

31.  Other  comments  on  proposed 
§800.55(i)  (now  §800.55(k))  suggested 
that  recordkeeping  be  limited  to  the 
detention  period  or  that  recordkeeping 
be  discontinued  if  the  detention  order 
is  terminated. 

The  agency  believes  that  record¬ 
keeping  often  needs  to  continue  after 
the  detention  period  to  document  both 
compliance  and  conditions  of  manu¬ 
facture  and  to  compare  information 
concerning  detained  devices  to  infor¬ 
mation  about  other  shipments  of  the 
devices  (or  similar  devices).  However, 
in  many  cases,  if  the  detention  order  is 
terminated  because  PDA  has  deter¬ 
mined  that  the  devices  are  not  in  vio¬ 
lation  of  the  act,  or  that  the  violation 
is  such  that  recordkeeping  is  not  nec¬ 
essary  to  protect  the  public  health, 
further  recordkeeping  may  be  unnec¬ 
essary,  or  necessary  only  for  a  limited 
time.  The  agency  has  revised  the  regu¬ 
lation  so  that,  in  these  cases.  FDA  will 
advise  persons  required  to  keep  rec¬ 
ords  under  §  800.55(k)  whether  further 
recordkeeping  is  required.  In  addition, 
the  required  maintenance  period  for 
required  records  shall  be  2  years  after 
the  detention  order  or  for  such 
shorter  period  as  FDA  directs. 

32.  One  comment  on  proposed 
§  800.55(i)  stated  that  there  was  no  ob¬ 
jection  to  keeping  existing  records  but 
objected  to  initiating  new  records  re¬ 
specting  detained  devices,  on  the 
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grounds  that  initiating  new  records 
would  be  burdensome  and  that  these 
records  might  be  used  in  product  lia¬ 
bility  claims  against  the  manufactur¬ 
er.  A  related  comment  objected  that 
an  investigative  file  on  a  detained 
product  is  equivalent  to  an  “internal 
audit.” 

The  Commissioner  disagrees  with 
the  comments.  If  the  manufacturer  or 
other  responsible  person  would  not 
voluntarily,  or  as  required  by  the 
GMP  regulation,  undertake  an  investi¬ 
gation  to  prevent  adulterated  or  mis¬ 
branded  devices  from  entering  com¬ 
merce.  that  person  should  at  least  be 
required  to  gather  that  information 
needed  to  prepare  records  relating  to 
the  facts  that  led  to  the  detention. 

The  agency  declines  to  consider  the 
impact  that  the  proposed  recordkeep¬ 
ing  may  have  on  product  liability  for 
injuries  from  allegedly  defective  prod¬ 
ucts.  This  consideration  is  not  proper¬ 
ly  involved  in  development  of  agency 
procedures  to  protect  the  public  from 
adulterated  or  misbranded  devices  in 
commerce.  PDA  believes  that,  in  the 
long  run.  recordkeeping  may  help  pre¬ 
vent  future  occurrences  of  adultera¬ 
tion  or  misbranding  of  the  device  and 
may  thus  reduce  product  liability 
claims. 

33.  Additional  comments  on  pro¬ 
posed  §800.55(1)  (now  §800.55(k)) 
questioned  whether  the  recordkeeping 
provisions  relating  to  detained  prod¬ 
ucts  are  authorized  by  the  statute  and 
whether  the  provisions  violate  the 
constitutional  privilege  against  com¬ 
pelled  self -incrimination. 

The  Commissioner  rejects  the  com¬ 
ments.  The  recordkeeping  required  in 
this  regulation  is  authorized  under 
sections  304(g).  519.  and  701(a)  of  the 
act. 

With  respect  to  the  concern  about 
compelled  self-incrimination,  it  is  set¬ 
tled  that  the  privilege  against  com¬ 
pelled  self-incrimination  is  an  individ¬ 
ual  privilege  relating  to  personal  mat¬ 
ters;  the  privilege  is  not  available  to  a 
collective  entity,  such  as  a  business  en¬ 
terprise,  or  to  an  individual  acting  in  a 
representative  capacity  on  behalf  of  a 
collective  entity  {California  Bankers 
Ass'n  V.  Shtdtz,  416  U.S.  21.  55  (1974); 
BeUis  V.  United  States,  417  U.S.  85 
(1974);  United  States  v.  Kordel,  397 
U.S.  1,  8  (1970);  Curcio  v.  United 
States.  354  U.S.  118.  122  (1957);  United 
States.  V.  White.  322  U.S.  694.  699 
(1944);  Wilson  v.  United  States.  221 
U.S.  361.  382-384  (1911);  Hale  v. 
Henkel,  201  U.S.  43.  74-75  (1906)). 

Even  for  individuals,  the  privilege 
against  compelled  self-incrimination  is 
inapplicable  where  a  recordkeeping  re¬ 
quirement  is  applied  to  “an  essentially 
noncriminal  and  regulatory  area  of  in¬ 
quiry,”  where  self-reporting  is  the 
only  feasible  means  of  securing  the  re¬ 
quired  information,  and  where  the  re¬ 


quirement  is  not  applied  to  “a  highly 
selective  group  inherently  suspect  of 
criminal  activities”  in  “an  area  perme¬ 
ated  with  criminal  statutes”  {Califor¬ 
nia  V.  Byers.  402  U.S.  424.  430  (1971); 
Marchetti  v.  United  States,  390  U.S.  39 
(1968),  and  companion  cases;  Albertson 
V.  SACB.  382  U.S.  70,  79  (1965);  Sha¬ 
piro  V.  United  States,  335  U.S.  1 
(1948)).  Even  in  the  rare  instance 
where  a  recordkeeping  requirement 
under  this  regulation  applies  to  an  in¬ 
dividual  who  was  not  acting  on  behalf 
of  a  collective  entity,  it  is  almost  cer¬ 
tain  under  these  cases  that  the  re¬ 
quirement  would  not  be  regarded  as 
infringing  upon  the  constitutional 
privilege  against  compelled  self-in¬ 
crimination.  The  recordkeeping  re¬ 
quirements  in  §800.55(k)  have  pre¬ 
dominantly  noncriminal,  regulatory 
purposes:  to  protect  the  public  from 
products  that  may  cause  harm,  to  de¬ 
termine  why  manufacturing  errors  oc¬ 
curred,  to  help  prevent  future  errors, 
and  to  allow  accountability  and  trac¬ 
ing  of  devices  if  there  is  need  to  locate 
them  after  release  from  detention. 

34.  A  comment  on  proposed 
§8()0.55(i)  (now  §8()0.55(k))  argued 
that  section  704  of  the  act  (21  U.S.C. 
374)  (which  deals  with  inspections)  ap¬ 
plies  to  consulting  laboratories  only 
with  respect  to  prescription  or  other 
restricted  devices.  The  comment 
argued  further  that  consulting  labora¬ 
tories  should  not  be  required  to  keep 
records  or,  alternatively,  that  records 
requirements  for  consulting  laborato¬ 
ries  should  be  limited  to  records  con¬ 
cerning  restricted  devices. 

The  Commissioner  rejects  the  argu¬ 
ment  that  section  704  of  the  act  only 
authorizes  inspection  of  consulting 
laboratories  that  hold  restrictive  de¬ 
vices.  It  is  true  that  (x>nsulting  labora¬ 
tories  are  not  mentioned  in  the  first 
sentence  in  section  704(a)  of  the  act 
(which  authorizes  FDA  representa¬ 
tives  to  enter  and  inspect  “any  fac¬ 
tory,  warehouse,  or  establishment  in 
which  food,  drugs,  devices,  or  cosmet¬ 
ics  are  manufactured.  pr(x:essed, 
packed,  or  held”),  but  they  are  men¬ 
tioned  in  the  second  sentence  in  sec¬ 
tion  704(a)  (which  specifically  autho¬ 
rizes  inspection  of  all  things,  including 
records.  “[i]n  the  case  of  any  factory, 
warehouse,  establishment,  or  consult¬ 
ing  laboratory  in  which  prescription 
drugs  or  restricted  devices  are  manu¬ 
factured.  processed,  packed,  or  held”). 
Because  the  second  sentence  in  section 
704(a)  merely  elaborates  upon  the 
basic  inspection  authority  granted  in 
the  first  sentence  by  stating  additional 
requirements  that  apply  “[iln  the  case 
of”  certain  types  of  facilities,  the  Com¬ 
missioner  believes  that  a  consulting 
laboratory  which  manufactures,  proc¬ 
esses.  packs,  or  holds  devices,  whether 
restricted  or  unrestricted,  is  subject  to 
inspection  as  an  “establishment” 


under  section  704(a).  In  addition,  the 
legislative  history  shows  that  the 
second  sentence  in  section  704(a)  is 
not  a  limitation  on  the  first  sentence. 
(See  Drug  Amendments  of  1962.  sec. 
201(d).  76  Stat.  793,  21  U.S.C.  374  (His¬ 
torical  Note);  Senate  Comm,  on  the 
Judiciary,  Drug  Industry  Act  of  1962, 
S.  Rep.  No.  1744,  87th  Cong.,  2d  Sess. 
13,  Pt.  2  at  3  (1962);  Conference 
Report,  Drug  Amendments  of  1962, 
H.R.  Rep.  No.  2526,  87th  Cong.,  2d 
Sess.  25  (1962).) 

Be(»use  consulting  laboratories  are 
subject  to  inspection  under  section  704 
of  the  act.  any  devices  they  manufac¬ 
ture,  process,  pack,  or  hold  are  subject 
to  detention  under  section  304(g)  of 
the  act  (although  such  detentions  will 
probably  be  rare).  For  this  reason, 
consulting  laboratories  are  subject  to 
the  recordkeeping  requirements  in 
§800.55(k)  of  the  final  regulation.  As 
noted  earlier,  these  requirements  are 
authorized  generally  by  sections 
304(g)  and  701(a)  of  the  act  and,  with 
respect  to  device  manufacturers,  im¬ 
porters,  and  distributors,  also  by  sec¬ 
tion  519  of  the  act.  None  of  these  pro¬ 
visions  compels  FDA  to  restrict  these 
recordkeeping  requirements  to  records 
about  restricted  devices. 

Detention  Termination 

35.  Several  comments  suggested 
there  may  be  a  need  for  a  special 
means  of  notifying  the  parties  when  a 
detention  order  is  revoked,  if  the  de¬ 
tained  devices  are  held  by  several  par¬ 
ties  at  different  locations. 

The  Commissioner  disagrees  with 
the  comments.  The  notice  of  detention 
termination  will  be  sent  to  each 
person  who  received  the  detention 
notice.  The  Commissioner  is  not  per¬ 
suaded  that  any  additional  procedures 
are  needed.  To  clarify  the  procedures 
to  be  followed  upon  termination  of  de¬ 
tention,  the  Commissioner  has  added 
new  §  800.55( j)  and  has  referred  to  this 
paragraph  in  §800.55  (c)  and  (g)(8). 
New  §800.55(j)  specifies  that  if  FDA 
decides  to  terminate  the  detention, 
the  agency  will  issue  a  detention  ter¬ 
mination  notice  releasing  the  devices 
and  remove,  or  authorize  removal  of, 
all  detention  tags  from  the  devices. 
The  Commissioner  advises  that  termi¬ 
nation  of  the  detention  order  is  not  to 
be  construed  as  an  agency  determina¬ 
tion  that  the  device  is  not  adulterated 
or  misbranded,  or  that  further  ship¬ 
ments  of  the  device  are  in  compliance 
with  the  act. 

36.  Related  comments  suggested 
that  the  FDA  representative  detaining 
the  devices  be  required  to  release 
them  within  1  day  of  determining  the 
detention  is  not  warranted  or  when 
the  detention  order  is  revoked. 

The  Commissioner  advises  that  de¬ 
vices  will  be  released  from  detention 
as  soon  as  possible  after  determining 
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that  detention  should  be  revoked.  In 
most  instances,  release  will  occur 
within  1  day,  but  because  early  release 
may  not  always  be  feasible,  the  Com- 
mi^ioner  declines  to  include  in  the 
regulation  a  requirement  that  devices 
be  released  within  1  day  after  deter¬ 
mining  that  detention  should  be  re¬ 
voked. 

CoimDEirnAi.iTY  or  the  Detention 
Order 

37.  Several  comments  stated  that 
the  detention  order  should  be  held 
confidential  until  after  the  time  for 
appeal  has  expired  or  until  the  appeal 
has  been  denied. 

The  agency  advises  that  the  deten¬ 
tion  order  will  not  routinely  be  public¬ 
ly  announced  in  FDA’s  weekly  listing 
of  recalls  and  enforcement  actions  or 
otherwise.  A  detention  order  may, 
however,  be  announced  if  necessary  to 
inform  the  public  of  a  potential  or 
direct  danger  to  health,  e.g.,  from 
shipments  of  similar  devices,  or  for 
other  appropriate  reasons.  In  addition, 
information  concerning  any  detention 
order  is  releasable  under  the  Freedom 
of  Information  Act  upon  request. 

Related  comments  suggested  that  if 
FDA  publicly  disclosed  a  detention 
order,  then  revoked  the  order,  FDA 
should  make  public  the  revocation. 

Although  a  detention  order  will  not 
routinely  be  announced  or  otherwise 
extensively  publicized,  the  agency 
agrees  that  if  it  does  announce  a  de¬ 
tention  order,  it  should  also  announce 
any  subsequent  revocation  of  the 
order. 

Pending  Court  Actions 

38.  One  comment  suggested  that  any 
court  action  pending  at  the  time  a  de¬ 
tention  order  is  revoked  be  dismissed. 

It  would  be  inappropriate  for  the 
regulation  to  require  dismissal  of  any 
pending  court  action  when  a  detention 
order  is  revoked.  In  appropriate  cases 
FDA  will  file  motions  to  dismiss  a 
pending  court  action  after  revoking  an 
order  detaining  devices  that  are  the 
subject  of  this  action.  FDA  believes 
that  appropriate  internal  procedures 
for  coordinating  seizure  and  detention 
actions  will  adequately  address  these 
situations.  Moreover,  the  claimant  or 
respondent  in  the  pending  court 
action  can  always  file  a  motion  to  dis¬ 
miss  the  action. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  304,  519, 
701,  52  Stat.  1044-1045  as  amended, 
1055-1056  as  amended,  90  Stat.  564- 
565  (21  U.S.C.  334,  3601,  371))  and 
under  authority  delegated  to  the  Com¬ 
missioner  (21  CFR  5.1),  Chapter  I  of 
Title  21  of  the  Code  of  Federal  Regu¬ 
lations  is  amended  as  follows: 

1.  In  Subchapter  A,  Part  16  is 
amended  in  §  16.1  by  adding  new  para¬ 
graph  (bK32)  to  read  as  follows: 


§  16.1  Scope. 

m  m  0  0  m 

(b)  •  •  • 

(32)  Section  800.55(g)  relating  to  an 
appeal  of  a  detention  order  under  sec¬ 
tion  304(g)  of  the  act. 

2.  In  Subchapter  H  by  adding  a  new 
Part  800,  Subpart  C,  consisting  at  this 
time  of  §  800.55  to  read  as  follows: 

PART  800— GENERAL 
Subports  A-B  [Rosarved] 

Subpart  C — Administrotivo  Procticos 
and  Procoduras 

Sec. 

800.55  Administrative  detention. 

Adthoritt:  Secs.  304,  519,  701,  52  Stat. 
1044-1045  as  amended,  1055-1056  as  amend¬ 
ed.  90  Stot.  564-565  (21  U.S.C.  334.  360i, 
371). 

Subpaits  A-B  [Reserved] 

Subpart  C — Administrative  Practices 
and  Procedures 

§  800.55  Administrative  detention. 

(a)  General  This  section  sets  forth 
the  procedures  for  detention  of  medi¬ 
cal  devices  intended  for  human  use  be¬ 
lieved  to  be  adulterated  or  misbrand¬ 
ed.  Administrative  detention  Ls  intend¬ 
ed  to  protect  the  public  by  preventing 
distribution  or  use  of  devices  encoun¬ 
tered  during  inspections  that  may  be 
adulterated  or  misbranded,  until  the 
Food  and  Drug  Administration  (FDA) 
has  had  time  to  consider  what  action 
it  should  take  concerning  the  devices, 
and  to  initiate  legal  action,  if  appropri¬ 
ate.  Devices  that  FDA  orders  detained 
may  not  be  used,  moved,  altered,  or 
tampered  with  in  any  manner  by  any 
person  during  the  detention  period, 
except  as  authorized  under  paragraph 
(h)  of  this  section,  until  FDA  termi¬ 
nates  the  detention  order  under  para¬ 
graph  (J)  of  this  section,  or  tlie  deten¬ 
tion  period  expires,  whichever  occurs 
first. 

(b)  Criteria  for  ordering  detention. 
Administrative  detention  of  devices 
may  be  ordered  in  accordance  with 
this  section  when  an  authorized  FDA 
representative,  during  an  inspection 
under  section  704  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (the  act),  has 
reason  to  believe  that  a  device,  as  de¬ 
fined  in  section  201(h)  of  the  act,  is 
adulterated  or  misbranded. 

(c)  Detention  period.  The  detention 
is  to  be  for  a  reasonable  period  that 
may  not  exceed  20  calendar  days  after 
the  detention  order  is  Issued,  unless 
the  FDA  District  Director  in  whose 
district  the  devices  are  located  deter¬ 
mines  that  a  greater  period  is  required 
to  seize  the  devices,  to  institute  injuc- 


tion  proceedings,  or  to  evaluate  the 
need  for  legal  action,  in  which  case  the 
District  Director  may  authorize  deten¬ 
tion  for  10  additional  calendar  days. 
The  additional  10-calendar-day  deten¬ 
tion  period  may  be  ordered  at  the  time 
the  detention  order  is  issued  or  at  any 
time  thereafter.  The  entire  detention 
period  may  not  exceed  30  calendar 
days,  except  when  the  detention 
period  is  extended  under  paragraph 

(g) (6)  of  this  section.  An  authorized 
FDA  representative  nuiy,  in  accord¬ 
ance  with  paragraph  (J)  of  this  sec¬ 
tion.  terminate  a  detention  before  the 
expiration  of  the  detention  period. 

(d)  Issuance  of  detention  order.  (1) 
The  detention  order  shall  be  Issued  in 
writing,  in  the  form  of  a  detention 
notice,  signed  by  the  authorized  FDA 
representative  who  has  reason  to  be¬ 
lieve  that  the  devices  are  adulterated 
or  misbranded,  and  issued  to  the 
owner,  operator,  or  agent  in  charge  of 
the  place  where  the  devices  are  locat¬ 
ed.  If  the  owner  or  the  user  of  the  de¬ 
vices  is  different  from  the  owner,  oper¬ 
ator,  or  agent  in  charge  of  the  place 
where  the  devices  are  detained,  a  copy 
of  the  detention  order  shall  be  pro¬ 
vided  to  the  owner  or  user  of  the  de¬ 
vices  if  the  owner’s  or  user’s  identity 
can  be  readily  determined. 

(2)  If  detention  of  devices  in  a  vehi¬ 
cle  or  other  carrier  is  ordered,  a  copy 
of  the  detention  order  shall  be  pro¬ 
vided  to  the  shipper  of  record  and  the 
owner  of  the  vehicle  or  other  carrier, 
if  their  identities  can  be  readily  deter¬ 
mined. 

(3)  The  detention  order  shall  include 
the  following  information:  (i)  A  state¬ 
ment  that  the  devices  identified  in  the 
order  are  detained  for  the  period 
shown;  (ii)  a  brief,  general  statement 
of  the  reasons  for  the  detention;  (iii) 
the  location  of^he  devices;  (iv)  a  state¬ 
ment  that  these  devices  are  not  to  be 
u.sed,  moved,  altered,  or  tampered  with 
in  any  manner  during  that  period, 
except  as  permitted  under  paragraph 

(h)  of  this  section,  without  the  written 
pcrmi.ssion  of  an  authorized  FDA  rep¬ 
resentative;  (V)  identification  of  the 
detained  devices;  (vi)  the  detention 
order  number;  (vii)  the  date  and  hour 
of  the  detention  order;  (viii)  the  period 
of  the  detention;  (ix)  the  text  of  sec¬ 
tion  304(g)  of  the  act  and  paragraph 
(g)  (1)  and  (2)  of  this  section;  (x)  a 
statement  that  any  informal  hearing 
on  an  appeal  of  a  detention  order  shall 
lx‘  conducted  as  a  regulatory  hearing 
under  Part  16  of  this  chapter,  with 
certain  exceptions  described  in  para¬ 
graph  (g)(3)  of  this  section;  and  (xi) 
the  location  and  telephone  number  of 
the  FDA  district  office  and  the  name 
of  the  FDA  District  Director. 

(e)  Approval  of  detention  order.  A 
detention  order,  before  issuance,  shall 
be  approved  by  the  PDA  District  Di¬ 
rector  in  whose  district  the  devices  are 
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located.  If  prior  written  approval  is 
not  feasible,  prior  oral  approval  shall 
be  obtained  and  confirmed  by  written 
memorandum  within  FDA  as  soon  as 
possible. 

(f)  Labeling  or  marking  a  detained 
device.  An  FDA  representative  issuing 
a  detention  order  under  paragraph  (d) 
of  this  section  shall  label  or  mark  the 
devices  with  official  FDA  tags  that  in¬ 
clude  the  following  information; 

(DA  statement  that  the  devices  are 
detained  by  the  United  States  Govern¬ 
ment  in  accordance  with  section  304(g) 
of  the  Federal  Food.  Drug,  and  Cos¬ 
metic  Act  (21  U.S.C.  334(g)). 

(2)  A  statement  that  the  devices 
shall  not  be  used,  moved,  altered,  or 
tampered  with  in  any  manner  for  the 
period  shown,  without  the  written  per¬ 
mission  of  an  authorized  FDA  repre¬ 
sentative.  except  as  authorized  in 
paragraph  (h)  of  this  section. 

(3)  A  statement  that  the  violation  of 
a  detention  order  or  the  removal  or  al¬ 
teration  of  the  tag  is  punishable  by 
fine  or  imprisonment  or  both  (section 
303  of  the  act.  21  U.S.C.  333). 

(4)  The  detention  order  number,  the 
date  and  hour  of  the  detention  order, 
the  detention  period,  and  the  name  of 
the  FDA  representative  who  issued 
the  detention  order. 

(g)  Appeal  of  a  detention  order.  (1)  A 
person  who  would  be  entitled  to  claim 
the  devices,  if  seized,  may  appeal  a  de¬ 
tention  order.  Any  appeal  shall  be  sub¬ 
mitted  in  writing  to  the  FDA  District 
Director  in  whose  district  the  devices 
are  located  within  5  working  days  of 
receipt  of  a  detention  order.  If  the 
appeal  includes  a  request  for  an  infor¬ 
mal  hearing,  as  defined  in  section 
201(y)  of  the  act,  the  appellant  shall 
request  either  that  a  hearing  be  held 
within  5  working  days  after  the  appeal 
is  filed  or  that  the  hearing  be  held  at  a 
later  date,  which  shall  not  be  later 
than  20  calendar  days  after  receipt  of 
a  detention  order. 

(2)  The  appellant  of  a  detention 
order  shall  state  the  ownership  or  pro¬ 
prietary  interest  the  appellant  has  in 
the  detained  devices.  If  the  detained 
devices  are  located  at  a  place  other 
than  an  establishment  owned  or  oper¬ 
ated  by  the  appellant,  the  appellant 
shall  include  dcKuments  showing  that 
the  appellant  would  have  legitimate 
authority  to  claim  the  devices  if 
seized. 

(3)  Any  informal  hearing  on  an 
appeal  of  a  detention  order  shall  be 
conducted  as  a  regulatory  hearing  pur¬ 
suant  to  regulation  in  accordance  with 
Part  16  of  this  chapter,  except  that; 

(i)  The  detention  order  under  para¬ 
graph  (d)  of  this  section,  rather  than 
the  notice  under  §  16.24(a)  of  this 
chapter,  provides  notice  of  opportuni¬ 
ty  for  a  hearing  under  this  section  and 
is  part  of  the  administrative  record  of 
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the  regulatory  hearing  under 
§  16.80(a)  of  this  chapter. 

(ii)  A  request  for  a  hearing  under 
this  section  should  be  addressed  to  the 
FDA  District  Director,  not  to  the  pre¬ 
siding  officer  as  provided  in  the  second 
sentence  of  §  16.24(b)  of  this  chapter. 

(iii)  The  last  sentence  of  §  16.24(c)  of 
this  chapter,  stating  that  a  hearing 
may  not  be  required  to  be  held  at  a 
time  less  than  2  working  days  after  re¬ 
ceipt  of  the  request  for  a  hearing,  does 
not  apply  to  a  hearing  under  this  sec¬ 
tion. 

(iv)  Paragraph  (g)(4)  of  this  section, 
rather  than  §  16.40(a)  of  this  chapter, 
describes  the  FDA  employees,  i.e.,  re¬ 
gional  food  and  drug  directors,  who 
preside  at  hearings  under  this  section. 

(4)  The  presiding  officer  of  a  regula¬ 
tory  hearing  on  an  appeal  of  a  deten¬ 
tion  order,  who  also  shall  decide  the 
appeal,  shall  be  a  regional  food  and 
drug  director  (i.e.,  a  director  of  an 
FDA  regional  office  listed  in  §  5.115  of 
this  chapter)  who  is  permitted  by 
§  16.40(b)  of  this  chapter  to  preside 
over  the  hearing. 

(5)  If  the  appellant  requests  a  regu¬ 
latory  hearing  and  requests  that  the 
hearing  be  held  within  5  working  days 
after  the  appeal  is  filed,  the  presiding 
officer  shall,  within  5  working  days, 
hold  the  hearing  and  render  a  decision 
affirming  or  revoking  the  detention. 

(6)  If  the  appellant  requests  a  regu¬ 
latory  hearing  and  requests  that  the 
hearing  be  held  at  a  date  later  than 
within  5  working  days  after  the  appeal 
is  filed,  but  not  later  than  20  calendar 
days  after  receipt  of  a  detention  order, 
the  presiding  officer  shall  hold  the 
hearing  at  a  date  agreed  upon  by  PDA 
and  the  appellant.  The  presiding  offi¬ 
cer  shall  decide  whether  to  affirm  or 
revoke  the  detention  within  5  working 
days  after  the  conclusion  of  the  hear¬ 
ing.  The  detention  period  extends  to 
the  date  of  the  decision  even  if  the  5- 
working-day  period  for  making  the  de¬ 
cision  extends  beyond  the  otherwise 
applicable  20-calendar-day  or  30-calen¬ 
dar-day  detention  period. 

(7)  If  the  appellant  appeals  the  de¬ 
tention  order  but  does  not  request  a 
regulatory  hearing,  the  presiding  offi¬ 
cer  shall  render  a  decision  on  the 
appeal  affirming  or  revoking  the  de¬ 
tention  within  5  working  days  after 
the  filing  of  the  appeal. 

(8)  If  the  presiding  officer  affirms  a 
detention  order,  the  devices  continue 
to  be  detained  until  FDA  terminates 
the  detention  under  paragraph  (j)  of 
this  section  or  the  detention  period  ex¬ 
pires,  whichever  occurs  first. 

(9)  If  the  presiding  officer  revokes  a 
detention  order,  FDA  shall  terminate 
the  detention  under  paragraph  (J)  of 
this  section. 

(hKl)  Movement  of  detained  devices. 
Except  as  provided  in  this  paragraph, 
no  person  shall  move  detained  devices 


within  or  from  the  place  where  they 
have  been  ordered  detained  until  FDA 
terminates  the  detention  under  para¬ 
graph  (j)  of  this  section  or  the  deten¬ 
tion  period  expires,  whichever  occurs 
first. 

(2)  If  detained  devices  are  not  in 
final  form  for  shipment,  the  manufac¬ 
turer  may  move  them  within  the  es¬ 
tablishment  where  they  are  detained 
to  complete  the  work  needed  to  put 
them  in  final  form.  As  soon  as  the  de¬ 
vices  are  moved  for  this  purpose,  the 
individual  responsible  for  their  move¬ 
ment  shall  orally  notify  the  FDA  rep¬ 
resentative  who  issued  the  detention 
order,  or  another  responsible  district 
office  official,  of  the  movement  of  the 
devices.  As  soon  as  the  devices  are  put 
in  final  form,  they  shall  be  segregated 
from  other  devices,  and  the  individual 
responsible  for  their  movement  shall 
orally  notify  the  FDA  representative 
who  issued  the  detention  order,  or  an¬ 
other  responsible  district  office  offi¬ 
cial,  of  their  new  location.  The  devices 
put  in  final  form  shall  not  be  moved 
further  without  FDA  approval. 

(3)  The  FDA  representative  who 
issued  the  detention  order,  or  another 
responsible  district  office  official,  may 
approve,  in  writing,  the  movement  of 
detained  devices  for  any  of  the  follow¬ 
ing  purposes; 

(i)  To  prevent  interference  with  an 
establishment’s  operations  or  harm  to 
the  devices. 

(ii)  To  destroy  the  devices. 

(iii)  To  bring  the  devices  into  compli¬ 
ance. 

(iv)  For  any  other  purpose  that  the 
FDA  representative  who  issued  the  de¬ 
tention  order,  or  other  responsible  dis¬ 
trict  office  official,  believes  is  appro¬ 
priate  in  the  case. 

(4)  If  an  FDA  representative  ap¬ 
proves  the  movement  of  detained  de¬ 
vices  under  paragraph  (h)(3)  of  this 
section,  the  detained  devices  shall 
remain  segregated  from  other  devices 
and  the  person  responsible  for  their 
movement  shall  inunediately  orally 
notify  the  official  who  approved  the 
movement  of  the  devices,  or  another 
responsible  FDA  district  office  official, 
of  the  new  location  of  the  detained  de¬ 
vices. 

(5)  Unless  otherwise  permitted  by 
the  FDA  representative  who  is  noti¬ 
fied  of.  or  who  approves,  the  move¬ 
ment  of  devices  under  this  paragraph, 
the  required  tags  shall  accompany  the 
devices  during  and  after  movement 
and  shall  remain  with  the  devices 
until  FDA  terminates  the  detention  or. 
the  detention  period  expires,  which¬ 
ever  occurs  first. 

(i)  Actions  involving  adulterated  or 
misbranded  devices.  If  FDA  deter¬ 
mines  that  the  detained  devices,  in¬ 
cluding  any  that  have  been  put  in 
final  form,  are  adulterated  or  mis¬ 
branded,  or  both,  it  may  initiate  legal 
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action  against  the  devices  or  the  re¬ 
sponsible  individuals,  or  both,  or  re¬ 
quest  that  the  devices  be  destroyed  or 
otherwise  brought  into  compliance 
with  the  act  under  FDA’s  supervision. 

(j)  Detention  termination.  If  PDA 
decides  to  terminate  a  detention  or 
when  the  detention  period  expires, 
whichever  occurs  first,  an  FDA  repre¬ 
sentative  authorized  to  terminate  a  de¬ 
tention  will  issue  a  detention  termina¬ 
tion  notice  releasing  the  devices  to  any 
person  who  received  the  original  de¬ 
tention  order  or  that  person’s  repre¬ 
sentative  and  will  remove,  or  authorize 
in  writing  the  removal  of.  the  required 
labels  or  tags. 

(k)  Recordkeeping  requirements.  (1) 
After  issuance  of  a  detention  order 
under  paragraph  (d)  of  this  section, 
the  owner,  operator,  or  agent  is  charge 
of  any  factory,  warehouse,  other  es¬ 
tablishment,  or  consulting  laboratory 
where  detained  devices  are  manufac¬ 
tured,  processed,  packed,  or  held  shall 
have,  or  establish,  and  maintain  ade¬ 
quate  records  relating  to  how  the  de¬ 
tained  devices  may  have  become  adul¬ 
terated  or  misbranded,  records  on  any 
distribution  of  the  devices  before  and 
after  the  detention  period,  records  on 
the  correlation  of  any  in-process  de¬ 
tained  devices  that  are  put  in  final 
form  under  paragraph  (h)  of  this  sec¬ 
tion  to  the  completed  devices,  records 
of  any  changes  in.  or  processing  of, 
the  devices  permitted  under  the  deten¬ 
tion  order,  and  records  of  any  other 
movement  under  paragraph  (h)  of  this 
section.  Records'  required  under  this 
paragraph  shall  be  provided  to  the 
FDA  on  request  for  review  and  copy¬ 
ing.  Any  FIDA  request  for  access  to 


records  required  under  this  paragraph 
shall  be  made  at  a  reasonable  time, 
shall  state  the  reason  or  purpose  for 
the  request,  and  shall  identify  to  the 
fullest  extent  practicable  the  informa¬ 
tion  or  type  of  information  sought  in 
the  records  to  which  access  is  request¬ 
ed. 

(2)  Records  required  under  this 
paragraph  shall  be  maintained  for  a 
maximum  period  of  2  years  after  the 
Issuance  of  the  detention  order  or  for 
such  other  shorter  period  as  FDA  di¬ 
rects.  When  FDA  terminates  the  de¬ 
tention  or  when  the  detention  period 
expires,  whichever  occurs  first.  FDA 
will  advise  all  persons  required  under 
this  paragraph  to  keep  records  con¬ 
cerning  that  detention  whether  fur¬ 
ther  recordkeeping  is  required  for  the 
remainder  of  the  2-year,  or  shorter, 
period.  P13A  ordinarily  will  not  require 
further  recordkeeping  if  the  agency 
determines  that  the  devices  are  not 
adulterated  or  misbranded  or  that  rec¬ 
ordkeeping  is  not  necessary  to  protect 
the  public  health,  unless  the  records 
are  required  under  other  regulations 
in  this  chapter  (e.g.,  the  good  manu¬ 
facturing  practice  regulation  in  Part 
820  of  this  chapter). 

Effective  date.  This  regulation  be¬ 
comes  effective  April  9,  1979. 

(Secs.  304.  519,  701.  52  Stat.  1044-1045  as 
amended,  1055-1056  as  amended,  90  Stat. 
564-565  (21  U.S.C.  334,  3601,  371).) 

Dated:  March  1. 1979. 

Joseph  P.  Hile, 
Associate  Commissioner 
for  Regulatory  Affairs. 
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